DEPARTMENT  OF  THE  AIR  FORCE 
59TH  MEDICAL  WING  (AETC) 

JOINT  BASE  SAN  ANTONIO  -  LACKLAND  TEXAS 


5  DEC  2016 


MEMORANDUM  FOR  SGOG 

ATTN:  MAJ  VALERIE  G  SAMS 

FROM:  59MDW/SGVU 

SUBJECT:  Professional  Presentation  Approval 

1.  Your  paper,  entitled  Multicenter  Retrospective  Study  of  Nop-Compressible  Torso 
Hemorrhage:  Anatomic  Locations  of  Bleeding  and  Comparison  of  Endovascular 

Versus  Open  Approach  presented  at/published  to  Eastern  Association  for  the  Surgery 
of  Trauma  Annual  Scientific  Assembly,  FL,  10-14  Jan  2017  in  aecordance  with  MDWI 
41-108,  has  been  approved  and  assigned  local  file  #17007. 

2,  Pertinent  biographic  information  (name  of  author(s),  title,  etc.)  has  been  entered  into  our 
computer  file.  Please  advise  us  (by  phone  or  mail)  that  your  presentation  was  given.  At 
that  time,  we  will  need  the  date  (month,  day  and  year)  along  with  the  location  of  your 
presentation.  It  is  important  to  update  this  information  so  that  we  can  provide  quality 
support  for  you,  your  department,  and  the  Medical  Center  commander.  This  information 
is  used  to  document  the  scholarly  activities  of  our  professional  staff  and  students,  which  is 
an  essential  component  of  Wilford  Hall  Ambulatory  Surgical  Center  (WHASC)  internship 
and  residency  programs. 

3.  Please  know  that  if  you  are  a  Graduate  Health  Sciences  Education  student  and  your 
department  has  told  you  they  cannot  fund  your  publication,  the  59th  Clinical  Research 
Division  may  pay  for  your  basic  journal  publishing  charges  (to  include  costs  for  tables  and 
black  and  white  photos).  We  cannot  pay  for  reprints.  If  you  are  59  MDW  staff  member, 
we  can  forward  your  request  for  funds  to  the  designated  wing  POC. 

4,  Congratulations,  and  thank  you  for  your  efforts  and  time.  Your  contributions  are  vital  to 
the  medical  mission.  We  look  forward  to  assisting  you  in  your  future 
publication/presentation  efforts. 


PAUL  T.  BARNICOTT,  GS-15-DAF 
Deputy  Director,  Clinical  Research  Division 
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USE  ONLY  THE  HOST  CURRENT  S»  MDW  FORK  3039  LOCATED  ON  AF  E-PUBUSHINO 

1.  Tbe  author  must  completa  pag«  two  of  this  torn) 

a.  in  Sectton  2.  add  the  f\mdinq  souroe  tor  yoor  study  ( e.g..  59  MOW  CRO  Ofaduats  Haatth  Sdenow  Educattoo  (GHSE)  (SG5  O^M):  SOS  Ri^O' 

Trf-Servtco  Nuriing  Rasearcti  PrDgram  <TSNRP):  Defofisa  Medical  Research  &  Development  ProQram  (OMROP);  NIH;  CengressionaUy  Directed 
Medical  Research  Prografti  (CDMRP)  :  Granis:  etc,] 

h.  In  Section  2,  there  may  be  funding  available  for  )oumal  costs,  if  your  department  la  not  paying  for  5gures,  tables  or  photographs  for  your  publication. 
Please  state  "VES"  or  ~NO"  in  Section  2  of  the  form.  If  you  need  publfcation  funding  support. 

2.  Prfr^  your  name,  rank^grede,  sign  and  date  the  form  In  the  author^s  signature  btock  or  use  an  electronic  signature. 

S.  Attach  a  copy  of  the  59  MOW  tRB  or  lACUC  approval  letter  for  the  research  related  study.  H  this  is  a  technical  publlcatlon/pfeserTtatlon.  state  the  type 
(e,g,  case  report,  QA/QI  study,  program  evaJuation  study.  Informational  report/brtefing,  etc.)  In  the  “Protocol  Tme“  bOJt, 

4.  Attach  a  copy  of  your  abstract,  paper,  poster  ar^j  other  supporting  documentation. 

5.  Save  arvJ  fonvard.  via  email,  the  prooessir^  form  and  all  supporting  documentation  to  your  unit  commander,  progfam  director  or  Immediate  supervisor  for 
revfewfapproval. 

6.  On  page  2,  have  either  your  unH  commander,  program  director  or  immediate  supervisor 

a.  Print  their  name,  rartic/gmde,  title;  sign  and  date  the  form  in  the  approving  authority^  signature  block  or  use  an  electronic  signature. 

7.  Submit  your  completed  form  arxl  aD  supporting  documentation  to  the  CRO  for  processing  (59crdprAispres^Lis.af.mil).  TTUs  shoutd  be  accomplished  no 
tatar  than  Sd  days  before  ffnaJ  dearanca  b  required  to  pubtish/presam  your  matarlala,  if  you  h^  any  questions  or  concerns,  please  contact  the  59 
CROfPubllcatiorts  and  Presentations  Section  at  292-7141  tor  assistance. 

0.  The  59  CRD/Publicetiofwi  and  Presenlatioris  Section  wiB  route  the  request  tonm  to  dlnical  Investigations,  502  ISG/JAC  (Ethics  Review)  anA  Public  Affairs 
(59  MDW/PA)  for  review  and  then  tonward  you  a  final  tetter  of  approval  or  dlsapprovel. 

9.  Once  your  manuscrtot.  poster  or  presentation  has  been  approved  for  a  one^me  public  retease.  you  may  proceed  with  your  pubtication  or  presentation 
submisston  activities,  as  stated  on  this  form,  lloia:  For  each  new  release  of  medical  research  or  tee^rtical  InfOnnetion  as  a  publloationfpresentation  a  new 
59  MOW  Form  3039  must  be  submitted  tor  review  and  approval. 

10.  If  your  marmcdpt  is  accepted  tor  sctontHIc  pubtication,  please  comact  the  59  CRD/PUbUcations  and  Presentations  Section  at  292-7141 ,  This  information 
is  reported  to  the  59  MDW/CC.  Alt  medicaf  research  or  techrtical  ink^tnation  pubUcaliona/presentations  must  be  reported  to  the  Defense  Technical 
Irtformatlon  Center  (DtTC).  See  59  MDWl  41-108,  PmsenMon  and  Putdcebon  ofMedicai  and  Tbchnicai  Pepen,  for  additional  information, 

1 1 .  The  Joint  Etttics  Regulation  (JER)  OoD  5500,07-R,  Srendiuds  of  CondUcf ,  provides  standards  of  ethical  conduct  tor  aO  DoD  personnel  and  their  interactions 
with  other  non-OoD  entities,  organizations,  sodetiei.  contoier^ces.  etc.  Part  of  the  Form  3039  review  and  approval  process  includes  a  legal 

ethics  review  to  address  any  potential  conflicts  related  to  DoO  personnel  partidpatirtg  in  non-OoO  sponsored  contorences,  protossloruJ  meetings, 
publication/presentation  disclosures  to  domestic  and  foreign  audiences,  DoO  personnel  accepting  non-DoD  contribulions,  awarcto,  honoraria,  gifts,  etc.  The 
spedflc  drcumstancss  for  your  presentation  wtP  determine  whettwr  a  legal  review  is  necessary.  If  you  (as  the  atfthor)  or  your  supervisor  check  In 
block  17  of  the  Form  3039i  your  resoafch  or  technical  documents  win  not  be  forwarded  to  the  502 ISQ/MC  legal  office  for  an  sfhlcs  review.  To 
assist  you  In  making  this  decision  about  whether  to  request  a  legal  review,  the  following  examples  am  provided  as  a  guideline: 

For  pfosentations  betom  protossionat  societies  and  like  organizatioiis,  the  59  MDW  PiaiSc  Affairs  Office  (PAO)  wDI  provldo  the  needed  review  to 
ensure  proper  disdaimefs  am  included  and  the  subject  matter  of  the  presentation  does  not  create  any  cause  for  DoD  concern. 

If  the  sponsor  of  a  confeferK:^  or  meeting  is  a  DoD  entity,  an  ethics  review  of  your  pfeserttetion  ts  not  required,  since  the  DoD  entity  is  msponsible  to 
obtain  ai  approvab  for  the  event, 

if  the  sponsor  of  a  conferen^  or  meeting  Is  a  norvDoD  commerciai  entity  or  an  entity  seeking  to  do  bustnesa  with  the  govemmerrt.  then  your  presentation 
should  have  an  ethics  review. 

If  your  travel  Is  belr^  paid  for  (in  whoie  or  In  part)  by  a  non-Federal  entity  (someone  other  than  the  government),  a  legal  ethics  review  Is  needed.  These 
requests  for  legal  review  should  come  through  the  59  MDW  Gifts  arvi  Grants  Office  to  502 ISG/JAC. 

If  you  are  receiving  an  honorarium  or  paymerrt  for  speaking  a  legal  ethics  review  is  required. 

tr  you  (as  the  author)  or  your  supervisor  check  “YES“  in  block  1 7  of  the  Form  3039.  your  research  or  technical  documents  wiU  bo  forwarded  simultaneously 
to  the  502  ISG/JAC  legal  offioe  and  RAO  for  review  to  hdp  reduce  tum-around  time.  If  you  have  any  questions  regarding  legal  reviews,  please  contact  the 
legal  office  at  (210)  671-57950365,  DSN  473. 

NOTE;  Aft  abstracts,  papers,  posters,  etc.,  should  contain  the  foBowlng  disdaimer  statemeni. 

-The  vtows  exp/eased  are  Ihoae  of  the  ieumcr(9)J iprenenmiM)]  and  do  net  reHect  tfie  offto/a/  vtowa  or  pol/cy  of  the  Dapartmenf  of  Defense 
or  its  Comporrents* 

NOTE;  AB  abstracts,  papers,  posters,  etc,,  should  contain  the  following  disctormer  statement  for  researdi  InvoNtrtg  humans. 

-me  voluntVYt  fu/jy  Infemted  conseni  of  Ihe  sub/ects  i/sed/n  th/s  momrch  wet  obtained  as  roquirod  by  32  CFR  2f  f  and  DODi  32fbM2_AFi 
4tF40Z" 

NOTE;  AB  ibstrads,  papers,  posters,  etc.,  should  contain  the  foflowtng  disdalmef  statement  for  research  involving  animaTs.  as  required  by  AFMAN 
4CM01JP 

"The  ejqpeffments  tepoffod  hetefn  were  conttuctad  according  Co  Che  principle  aet  forth  in  the  Nationat  tnatlWto  of  If saHh  Pubiication  No. 
i<F23,  Qolda  for  Che  Cara  and  Use  of  tebomfory  Anlmala  and  tha  Animat  Welfara  Act  of  f  9SS.  as  amended, " 
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Valerie  G.  Sams,  Maj,  04,  959  MDOS/SGOG 

3.  GME/GHSE  STUDENT 
□  YES  El  NO 

4,  PROTOCOL  NUMBER 

ISR  H-l  5-004 

5.  PROTOCOL  TITLE:  (NOTE:  For  eacti  new  rolea&e  of  medioa*  research  or  technical  trrforrnation  as  a  publicallOfVpresentation.  a  new  59  MDW  Form  3039 


must  be  aubm^tled  for  review  and  approval.) 

HemorrKagc  Control  for  Major  Traumalic  Vascular  [njurics  Phase  1:  A  Retrospective  AnaJjrsis  of  Non-O^mpressible  Torso  Hentorriiage 
6.  TITLE  OF  MATERIAL  TO  BE  PUBLISHED  OR  PRESENTED: 


MuUicentcr  retrospective  study  of  non-com prcssib I e  torso  hemorrhage:  anatomic  locations  of  bleeding  and  comparison  of  endovascular  vers^ 
7.  FUNDING  RECEIVED  FOR  THIS  STUDY?  □  YES  ^  NO  FUNDING  SOURCE; 
e.  00  YOU  NEED  FUNDING  SUPPORT  FOR  PUBLICATION  PURPOSES:  Q  YES  g|  NO 

9.  IS  THIS  MATERIAL  CLASSIFIED?  Q  YES  0  NO 

10.  IS  THIS  MATERIAL  SUBJECT  TO  ANY  LEGAL  RESTRICTIONS  FOR  PUBLICATION  OR  PRESENTATION  THROUGH  A  COLLABORATIVE  RESEARCH 
AND  DEVELOPMENT  AGREEMENT  (CRADA).  MATERIAL  TRANSFER  AGREEMENT  (MTA).  INTELLECTUAL  PROPERTY  RIGHTS  AGREEMENT  ETC.? 
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11.  MATERIAL  IS  FOR  ^  DOMESTIC  RELEASE  □  FORBGN  RELEASE 
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□  11a.  PUBUCATION/JOURNAL  (Usi  interided  pitoficatlOfVlouJ^ 
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Eastern  Association  for  the  Surgery  of  Trauma  Annual  Scientific  Assembly.  Florida,  10-14  Januaiy  2017 
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12.  HAVE  YOUR  ATTACHED  RESEARCH/TECHNICAL  MATERIALS  BEEN  PREVIOUSLY  APPROVED  TO  BE  PUBLI  SHEO/PRE  SEN  TED? 
□  YES  ^  NO  ASSIGNED  FILE  #  _  DATE _ 


13.  EXPECTED  DATE  WHEN  YOU  WILL  NEED  THE  CRD  TO  SUBMIT  YOUR  CLEARED  PRESENTATIONTPUBLI CATION  TO  DTIC 
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32.  DATE 
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36,  DATE 

3rd  ENDORSEMENT  (S9  MDWIPA  Uaa  Only) 
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4t.  COMMENTS  [>n  APPROVED  (Irr  compllarK^e  wHti  wourity  and  pcrtiqf  review tJiredJvett.)  Q  DISAPPROVED 


42.  PRINTED  NAME,  RANKX5RADE.  TITLE  OF  REVIEWER 

Kevin  linuma,  SSgt/E-5,  59  MDW  Public  Affairs 

43,  REVIEWER  SJGNATURE 
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MCMR-RPI  21Jun«2015 


MEMORANDUM  FOR  THE  RECORD 

SUBJECT:  Initial  Approval  of  the  Protocol,  'HemorTtiage  Control  for  Major  Traumatic  Vascular 
Injuries  Phase  I;  A  Retrospective  Analysis  of  Non-CompressiWe  Torso  Hamorrhage  (NCTH)," 
Principal  Investigator  LTC  Kevin  Chung,  MC,  US  Army  Institute  of  Surgical  Research 
(USAISR),  Joint  Base  San  Antonio,  Fort  Sam  Houston,  TX,  USAISR  Protocol  H-1 5-004,  IRBNet 
ID  411581,  Protocol  Number  M-1 0446,  In  Supp^  of  the  Proposal  “Hemorrhage  Control  for 
Major  Traumatic  Vascular  Injuries,'  Proposal  PrindF>al  Inves^atw:  John  Holcomb,  MD, 
University  of  Texas  Health  Science  Center,  Houston,  Proposal  Number  13057176,  Award 
Number  W81XWH-14-1-0112 


1.  The  Headquarters,  US  Army  Medical  Research  and  Materiel  Command  Institutional  Review 
Board  (HQ  USAMRMC  IRB)  reviewed  the  above-referenced  research  protocol  for  compliance 
with  applicable  human  subject  protection  regulations.  There  are  no  outstanding  human 
research  protections  issues. 

2.  tn  accordance  with  32  CFR  219.1 10(a,b),  the  research  qualifies  for  review  via  an  expedited 
revriew  procedure  as  It  involves  no  more  than  minimal  risk  and  is  Included  in  the  categories  of 
research  listed  in  the  9  November  1998  Notice  in  the  Federal  Register  (63  FR  60364-60367), 
specificalty,  research  involving  materials  (data,  documents,  records,  or  specimens)  that  have 
been  collected,  or  will  be  collected  solely  for  nonresearch  purposes  (Cat^ory  5). 

3.  The  research  protocol  is  approved  for  a  one-year  period,  21  June  2015  -  20  June  2016 
pending  approval  of  the  Commander,  USAISR. 

4.  The  study  is  approved  to  review  medical  record  data  from  AHLTA,  Heatthcare  Artifact  and 
Image  Management  Solution,  CHCS,  San  Antonio  Military  Medical  Center  Trauma  Registry,  and 
Essentris  databases  for  patients  witii  non-compressible  torso  hemorrhage  between  January 
2008  and  December  2012. 

5.  The  requirement  to  obtain  Informed  consent  is  waived  as  allowed  under  32  CFR  219.1 16(d) 
as  the  research  involves  no  more  than  minima!  risk  to  the  subjects,  the  waiver  will  not  adversely 
affect  the  rights  and  welfare  of  the  subjects,  and  the  research  could  not  practicably  be  carried 
without  the  waiver. 

6.  A  waiver  of  the  Health  insurance  Portability  and  Accountability  Act  Privacy  Rule  requirement 
to  obtain  authorization  for  the  use  and  disclosure  of  protected  health  information  in  research  is 
approved  as  allowed  under  DOD  6025.18-R,  C7.9.2.2. 

7.  Approved  documents: 

a.  Core  Protocol  (NCTH  Protocol  Version  3,  dated  13  Febmary  2015); 


MCMR-RPt 

SUBJECT:  Init!^  Approval  of  the  Protocol,  'Hemorrhage  Control  for  Major  Traumatic  Vascular 
Injuries  Phase  I:  A  Retrospective  Analysis  of  Non-Compressible  Torso  Hwnorrhage  (NCTH)," 
Principal  Investigator  LTC  Kevin  Chung,  MC,  US  Army  Institute  of  Surgical  Research 
(USAISR),  Joint  Base  San  Antonio,  Fort  Sam  Houston,  TX,  USAISR  Protocol  H-15-004.  IRBHet 
ID  41 1591,  Protocol  Number  M-10448,  in  Supp^  of  the  Proposal "  Hemorrhage  Control  for 
Major  Traumatic  Vascular  Injuries,"  Proposal  Principal  Inves^aton  John  Holcomb,  MD, 
University  of  Texas  Health  Science  Center,  Houston,  Proposal  Number  13057176.  Award 
Number  W81XWH-14-1-01 12 


b.  Srte'specific  Protocol  (Version  1,  dated  11  May  2015);  and 

c.  Manual  of  Operations  (NOTH  MOO  Version  3,  dated  3/9/1 5). 

8.  Please  note  the  following  requirements; 

a.  Submit  all  proposed  changes  to  the  study  for  review  and  approval  by  the  HQ  USAMRMC 
IR6  before  initiating  the  changes. 

b.  Promptiy  report  to  the  HQ  USAMRMC  IRB: 

(1)  Alt  unanticipated  problems  involving  risks  to  subjects  or  others  and  related  serious 
adverse  events. 

(2)  Any  protocol  deviation  that  affects  subjects'  safety  or  rights  and/or  the  integrity  of  the 


study. 


c.  Submit  a  continuation  report,  a  copy  of  the  current  protocol  and  supporting  documents  to 
the  HQ  USAMRMC  IRB  In  sufficient  time  to  ensure  review  and  approval  on  or  before  20  June 
2016. 

d.  Submit  a  final  study  report  and  request  to  close  the  protocol  upon  comfirietion  of  al 
research  activities. 

9.  The  IRB  Office  point  of  contact  for  this  action  is  Debra  DePaul,  RN,  MSN,  General  Dynamics 
Information  Technology  Corporation,  at  301-619-2620  ordebra.d6paul.cti@mail.mil. 


LTC  JAY  R.  BUCCl,  MC 
Chair 

Headquarters,  US  Army  Medical  Research 
and  Materiel  Command 
Institutional  Review  Board 
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Muiticenter  retrospective  study  of  non-compressJble  torso  hemorrhage:  anatomic  locations  of 
bleeding  and  comparison  of  endovascular  versus  open  approach 

Chang  R,  Fox  EE,  Greene  TJ,  Eastridge  BJ,  Gilani  R,  Chung  KK,  DeSantis  SM,  DuBose  JJ,  Tomasek  JS, 
Fortune  GR,  Sams  VG,  Todd  SR,  Podbielski  JM,  Wade  CE,  Holcomb  JB 

Objective:  To  describe  the  anatomic  location  of  truncal  bleeding  in  patients  presenting  with  non- 
compressible  torso  hemorrhage  (NCTH)  and  to  compare  endovascular  (ENDO)  versus  open  (OPEN) 
management. 

Methods:  Retrospective  study  of  adult  trauma  patients  with  NCTH  admitted  to  4  urban  level  1  trauma 
centers  in  2008-2012.  Inclusion  criteria:  NCTH  deftned  as  named  axial  torso  vessel  disruption,  AIS  chest 
or  abdomen  a3  with  shock  (base  excess  <-4)  or  operation  in  S90  minutes,  or  pelvic  fracture  with  ring 
disruption.  Exclusion  criteria  included  isolated  hip  fractures  and  falls  from  standing.  After  dividing 
patients  into  ENDO  and  OPEN  groups  based  on  the  initial  approach  to  control  NCTH,  a  purposeful 
multivariate  logistic  regression  model  was  used  to  test  the  hypothesis  that  ENDO  was  associated  with 
reduced  in-hospital  mortality  in  NCTH  patients. 

Results:  560  patients  with  NCTH  underwent  ENDO  (n=175, 31%)  or  OPEN  (n=385,  69%).  ENDO  patients 
had  more  blunt  trauma  (95%  vs  32%,  p<0.01);  were  more  severely  injured  (median  ISS  34  vs  25,  p<0.01}; 
had  increased  time  to  intervention  (median  295  vs  87  min,  p<0.01);  and  had  lower  mortality  (17%  vs 
31%,  p<0.01)  compared  to  OPEN.  ED  vital  signs  and  presence  of  shock  were  similar  (p>0.05).  ENDO  was 
used  for  a  narrow  range  of  vascular  injuries,  while  OPEN  injuries  were  more  diverse  (Table).  Use  of 
ENDO  for  NCTH  increased  from  23%  in  2008  to  39%  in  2012.  After  adjusting  for  age,  mechanism,  ISS,  use 
of  REBOA,  and  admission  SBP,  base  excess,  and  platelet  count,  multivariate  logistic  regression  found 
that  ENDO  was  associated  with  decreased  mortality  compared  to  OPEN  (OR  0.38,  95%  Cl  0.19  -  0.77). 

Conclusion:  ENDO  was  used  in  a  relatively  narrow  range  of  bleeding  control  indications  in  this  NCTH 
population.  Although  ENDO  may  reduce  mortality  in  NCTH  patients,  significant  group  differences  limit 
the  generatizability  of  this  finding. 


Disclaimer:  The  views  expressed  are  those  of  the  author(s)/presenter(s)  and  do  not  reflect  the  official 
views  or  policy  of  the  Department  of  Defense  or  its  Components. 


Table.  Anatomic  location  of  NCTK 


ENDO  (n=17S) 

OPEN  (n;x38S} 

Alcemftng  sorta,  arch, 
and  arch  vatsels 

7 

4.0% 

33 

8.6% 

Suparior  v«na  cava 

0 

0.(»i 

14 

3,6% 

Kntamal  theradc  artariei 

0 

0,0% 

19 

4.9% 

Descanding  aorta 

44 

25.1% 

IS 

4.2% 

PufmonoiY  vaiialt 

0 

0.0% 

10 

2.6% 

Abdominal  aorta 

2 

1.1% 

17 

4.4% 

Common  hapabc  & 
splenic  oiterlea 

14 

8.0% 

16 

4.2% 

Other  abdmtinal  visceral 
ortefios 

8 

4.6% 

49 

12,7% 

Abdominal  visceral  veins 

2 

1.1% 

33 

&6% 

Inferior  vena  cava 

0 

0.0% 

ss 

14.5% 

Aanal  artertes 

14 

8.0% 

10 

2.6% 

Renal  veins 

0 

0.0% 

8 

2.1% 

Common  &  external  Iliac 
artertas 

5 

2.9% 

24 

6.2% 

Internal  iliac  ortertes  & 
brandies 

73 

41,7% 

54 

8.8% 

Common,  external,  & 
internal  Iliac  veins 

3 

1.7% 

52 

8.3% 

Unknown/other 

3 

1.7% 

14 

3.6% 

16-153  Sheep  #199 


Blood  smears:  Marked  polychromasia  with  anisocytosis  {macrocytic  erythrocytes),  metarubricytosis  and 
basophilic  stippling  and  bands  consistent  with  an  appropriate  regenerative  anemia  in  this  case  as  this 
patient  was  markedly  anemic. 


